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§ 74.1711 D&C Yellow No. 11. 
(a) Identity. (1) The color additive 

D&C Yellow No. 11 is principally 2-(2-
quinolyl)-1,3-indandione. 

(2) Color additive mixtures, for drug 
use made with D&C Yellow No. 11 may 
contain only those diluents that are 
suitable and that are listed in part 73 
of this chapter as safe for use in color 
additive mixtures for coloring exter-
nally applied drugs. 

(b) Specifications. D&C Yellow No. 11 
shall conform to the following speci-
fications and shall be free from impuri-
ties, other than those named, to the ex-
tent that such other impurities may be 
avoided by good manufacturing prac-
tice:

Volatile matter (at 135 °C), not more than 1 
percent. 

Ethyl alcohol-insoluble matter, not more 
than 0.4 percent. 

Phthalic acid, not more than 0.3 percent. 
Quinaldine, not more than 0.2 percent. 
Subsidiary colors, not more than 5 percent. 
Lead (as Pb), not more than 20 parts per mil-

lion. 
Arsenic (as As), not more than 3 parts per 

million. 
Mercury (as Hg), not more than 1 part per 

million. 
Total color, not less than 96 percent.

(c) Uses and restrictions. D&C Yellow 
No. 11 may be safely used in externally 
applied drugs in amounts consistent 
with good manufacturing practice. 

(d) Labeling. The label of the color ad-
ditive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of § 70.25 of this chapter. 

(e) Certification. All batches of D&C 
Yellow No. 11 shall be certified in ac-
cordance with regulations in part 80 of 
this chapter.

Subpart C—Cosmetics

§ 74.2101 FD&C Blue No. 1. 
(a) Identity. The color additive FD&C 

Blue No. 1 is principally the disodium 
salt of ethyl[4-[p-[ethyl(m-
sulfobenzyl)amino]-a-(o-
sulfophenyl)benzylidene]-2,5-
cyclohexadien-1-ylidene](m-
sulfobenzyl)ammonium hydroxide 
inner salt with smaller amounts of the 
isomeric disodium salts of ethyl[4-[p-
[ethyl(p-sulfobenzyl)amino]-a-(o-

sulfophenyl)benzylidene]-2,5-
cyclohexadien-1-ylidene](p-
sulfobenzyl)ammonium hydroxide 
inner salt and ethyl[4-[p-[ethyl(o-
sulfobenzyl)amino]-a-(o-
sulfophenyl)benzylidene]-2,5-
cyclohexadien-1-ylidene](o-
sulfobenzyl)ammonium hydroxide 
inner salt. Additionally, FD&C Blue 
No. 1 is manufactured by the acid cata-
lyzed condensation of one mole of so-
dium 2-formylbenzenesulfonate with 
two moles from a mixture consisting 
principally of 3-
[(ethylphenylamino)methyl] 
benzenesulfonic acid, and smaller 
amounts of 4-
[(ethylphenylamino)methyl] 
benzenesulfonic acid and 2-
[(ethylphenylamino)methyl] 
benzenesulfonic acid to form the leuco 
base. The leuco base is then oxidized 
with lead dioxide and acid, or with di-
chromate and acid, or with manganese 
dioxide and acid to form the dye. The 
intermediate sodium 2-
formylbenzenesulfonate is prepared 
from 2-chlorobenzaldehyde and sodium 
sulfite. 

(b) Specifications. (1) The color addi-
tive FD&C Blue No. 1 shall conform in 
specifications to the requirements of 
§ 74.101(b). 

(2) FD&C Blue No. 1 Aluminum Lake 
shall be prepared in accordance with 
the requirements of § 82.51 of this chap-
ter. 

(c) Uses and restrictions. (1) FD&C 
Blue No. 1 may be safely used for color-
ing cosmetics generally, including cos-
metics intended for use in the area of 
the eye, in amounts consistent with 
current good manufacturing practice. 

(2) FD&C Blue No. 1 Aluminum Lake 
may be safely used for coloring cos-
metics intended for use in the area of 
the eye, in amounts consistent with 
current good manufacturing practice. 

(d) Labeling. The label of the color ad-
ditive shall conform to the require-
ments of § 70.25 of this chapter. 

(e) Certification. All batches of FD&C 
Blue No. 1 shall be certified in accord-
ance with regulations in part 80 of this 
chapter. 

[47 FR 42565, Sept. 28, 1982, as amended at 58 
FR 17511, Apr. 5, 1993; 59 FR 7638, Feb. 16, 
1994]
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